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DETAILED ACTION 

The receipt of Information Disclosure Statement dated 2/8/0i6 and 3/7/06 is 
acknowledged. 

STATUS OF OFFICE ACTION: Non-Final 

Status of Claims: 

Claims 51-75 are pending in the application 
Claim 65 is amended. 

Claim Rejections - 35 USC § 102 

In view of the Applicant arguments, the rejection of claim 51 , and 52 under 35 
. U.S.C. 102(b) as being anticipated by Laby et al. US 4623330 (hereinafter "Laby") has 
been herein withdrawn. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 51-75 are rejected under 35 U.S.C. 103(a) as being unpatentable over Laby et 
al. US 4623330 in view of Porterner et al. US 4,360,019 (Hereinafter "Portner"), 
Magruder et al. US 5238687 (hereinafter "Magruder") and further in view of Mia US 
5519002 (hereinafter "Mia"). 

Laby teaches an implantable device (example 4), for delivering a pharmaceutical 
and veterinary applications (col. 1, lines 5-10). A hollow tubular body adapted to contain 
a solid, paste or liquid material, one end of said body being at least partly open to allow 
egress of the material, the other end of said body being closed, a gas tight plunger 
adapted for slidable movement within the body (col. 1, lines 57-63). The hollow body 
portion comprises a cylindrical tube open at one end, the other end having a base 
supporting a helical spring to which a plunger is attached which plunger is capable of 
being urged by the spring toward the opening (col. 1, lines 43-47). 

The helical spring is made from spring steel wire having a circular cross-section 
of 0.5 mm in diameter (0.0197 inch), which is within the range set forth in claim 52. Laby 
also discloses a radially expanding disc to ensuring good tight contact between the 
piston and the walls of the body (col. 2, lines 62-67). 

Laby describes the dimensions of his implantable system as having a body 
length of 14 cm and a diameter of 2.8 cm for use in cattle, and a length of 9 cm and a 
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diameter of 1 .6 cm for use in sheep. The helical spring is made from spring steel wire 
having a circular cross-section of 0.5 mm in diameter. The spring comprises 20 to 30 
coils and is capable when fully compressed of exerting a pressure of approximately 600 
g (cattle) and 300 g (sheep). It would have been obvious to an ordinary skilled man in 
the art to adjust these dimensions according to the human body. 

Laby fails to disclose the helical path flow that regulates the back diffusion 
through the outlet. 

Portner teaches an infusion system for delivering precisely regulated and 
variable dosages of drugs. The device includes a reservoir for containing the drug, a 
catheter for delivering drug to the body, and actuating means responsive to a signal 
applied externally of the body for initiating delivery of a precisely regulated dosage 
(abstract). The system is implantable (claim 1), and the drug is prevented from flowing 
back into the reservoir by the valve which is a spring-loaded in the normally closed 
position (col. 4, lines 44+), the reference also teaches the use of membranes such as 
self-sealing membrane for allowing injection of a drug supply into said reservoir means 
and further comprising a redundant check valve means in series with said membrane 
for preventing escape of the drug supply from said reservoir through said inlet means 
(claim 12). 
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It would have been obvious to one of ordinary skills in the art to us a spring as a 
valve at the outlet of drug implantable system to regulate the drug release and prevent 
the back diffusion of the external fluids because portner teaches that the drug can be 
prevented from flowing back. 

Laby and portner fail to disclose the semipermeable membrane system recited in 
the instant claims. 

Magruder discloses a delivery implantable device that includes a sleeve to 
protect the delivery device from transient mechanical forces. The invention provides a 
fluid-imbibing delivery device comprising a housing enclosing an internal compartment 
having a first wall section that substantially restricts the passage of fluid into the delivery 
device, i.e. is substantially fluid-impermeable (abstract). The implantable device 
contains at least one expandable driving member (abstract). The composition of the 
circumferential sleeve may be of a semipermeable material made of polyamide or 
polyurethane (col. 9, lines 22, and 23), or in a preferred embodiment, they are selected 
from the group consisting of a cellulose ester, a cellulose ether and a cellulose ester- 
ether, which are cellulosic polymers (col. 9, lines 62-64). The invention comprises a 
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lubricated elastomeric piston inserted on top of the osmotic device to be flush with the 
top of the semipermeable walled member (col. 1 5, lines 5-8). 

It would have been obvious to one of ordinary skills in the art to upgrade the 
membranes disclosed by Portner and use a semipermeable membranes as it restricts 
the passage of fluid into the delivery device, i.e. is substantially fluid-impermeable. 

None of the references discloses LHRH agonists. 

Mia teaches a method for preventing conception in mammals, the drug used is 
LHRH agonists (abstract and claim 1) and the administration method can be an implant 
(claim 8). The effect of the drug conjugate starts from about 6 weeks after 
administration until the LHRH antibodies formed in response to the conjugate are 
metabolized, generally about 0.5-2 years (abstract), in a preferred embodiment a 
composition comprising free LHRH or an analog thereof and an immunogenic conjugate 
between a protein mixtures thereof is administered to mammals to prevent conception 
over the period from initial injection to about 2-3 years (col. 3, lines 33-44). 

Accordingly, it would have been obvious to one skilled in the art at the time the 
invention was made to combine the implantable device of Laby and combine it with the 
spring regulated drug delivery system at the outlet and provide it with the sleeve made 
of cellulosic material or polyurethane to administer LHRH agonist because Mia states 
that the invention is effective in mammals soon after administration of the composition 
and stay effective for extended period. The expected result would be an implantable 

* 

device that delivers LHRH for an extended period of time. 
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Response to Arguments 



Applicant's arguments filed 8/21/06 have been fully considered but they are not 
persuasive. The arguments renders mood in light of the new grounds of rejection. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nabila G. Ebrahim whose telephone number is 571-272- 
8151. The examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

- Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Nabila Ebrahim 11/11/06 



Correspondence 




